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REGISTRATION CERTIFICATE~IN VITRO TESTING
WITH BYPRODUCT MATERIAL UNGER GENERAL LICENSE

\ , Section SV of 10 CFIL 31 cstallishes a peneral Bicense authorizing physicians, clinical laboratories, and hospitals to possess
< Ceertain small quantities of by psoduct anateriat for in vitro elinical or laboratory tets not involving the iaterval or external R .
administration of the byproduct matesial or the sadiation therefrom to hunan beings er animals. Possescion of by produet {

\/‘ matesizl under 10 CFI 31,11 is not suthorized 1imti¥ the phiysician, clinical Yzboratory, or Lospital has filed Form AEC83 and
received from the Commission a validated copy of Form AEC-483 with vegistration number,

v} o
X . 3. 1 hereby opply for a registration number pursuant to §
5 h“n‘s }] I\{' S hak 31.11, 310 CFFR 31 for use of Lyproduct materinls for
{please clicek one block only)
/07 A/' MCUI’? ST}"(’_{# £ e Myself, a duly licensed physician authorized fo
Z) L : dispense drugs in the practice of medicine.
Ubots, Fenna ' .
: [0 b. The above-named clinical laboratory.
) /5807 .
[ c. The zbove-named hospital.
4. To be completed by the Atomic Energy Commission
INSTRRUCTIONS .
1. Submit this form in triplicate to: Registration number:
United States Atomic Energy Commission 4352
Attention: Directorate of Licensing, FOR THE U. S. NRU AL ATORY COMMISSION
Materials Branch .
Washington, D.C, 20545
. 2. Piease print or type the name and address
(including  zip code) of the rcgistrant
physician, elincial laboratory, or hospital for @ . ./
whom or for wheh this 1egistration form is / ‘W € ’ .
filed. Position the first letter of the address <
below the left dot and do not extend the - Shirle{g ve‘llncsgga%cgagkumber tPﬁ%?x’%’:?fbyz/gﬂqlg78
address beyond the right dot. (At AEC, a -

registration number will be assigned and a
validated copy of Form ALC-483 will be
retuined.) )

'\/, 5. If place of use is different from address in Item 1, plcase give complete address:

6. Certification:
1 hereby certify that:
a. All information in this registration certificate is truc and complete.

b. The registrant has appropriate radintion measuring instruments to carry out the tests for which byproduct material will be used under the
© general license of 10 CPR 31.11. The tests will be performed only by peisonnel competent in the usc of the instruments and in the handling
of the byproduct materials,
¢. 1 understend that Commission regulations require that any change in the information furnished by a registrant on this registration certificats
be reported 1o the Dircctorate of Licensing, Materials Branch, within 30 days from tic effective date of such change.

d. 1 have read and understand the provisions of Section 31.11 of ALC regulations 10 CFR 31 (reprinted on the reverse side of this form); and 1
understaud that the registrant is required to comply with those provisions as to all byproduct 1aaterial which he receives, sequires, possesses,
uses, or transfers under the general Jicense for which this Registration Certificate is fited with the Atomic Energy Comimission.
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i S}ur‘{s}x /\/ S}mé MD

Signature of person filing form

7 Printed name and title or position of person filing form

WARNING-18 US.C., Section 1001; Act of dune 25, 1948; 62 Stat, 749; makes it a eriminal offenso to make o willifully false siatement or
representation to any tepartment or agency of the United States as 1o any inatter wishin its jurisdiction,




COMNDITICONS AND LIMITATIONS OF GERERAL LICENSE 10 CFR31.11

General Beense for use of iodiae-128
vitty citnival or

G361
or dodine-1 3t for in
laboratory festing,

(1) A penerad Hecaze is hereby isioed to any
pliysivian, «itnical bharatory, or hospital to
wler or use, for any
ot the following stated fests, o aceondance with
the provisions of preagraphs (D), (), (d), (2,
and (1} of this section, the following byproduct
materiels in prepackoeed units:

(1) Todine-1 25, in units not exceeding 10
microenries vach fee use in vilro clinieal or
Libaratory  tests uot  involving  internal ot
external administeation of by preduct material,
or the radiation therefrom, to human Leines or
animals,

b) No peisen shall rreeive, acquire, possess,
use or transfer by product material porstuant to
the general license established by paragraph (a)
of this section until he hay filad Form
ALC-183, “Registration Centilicate--In Vit
Tuesting with Bypmoduct Matarial Under General
License”, with the Directoratle of Licesuing,
Moterials Dranch, U8, Atomic  Enerey
Cominission, Washington, D.C. 20545, und
weeeived from the Commission a validated capy
of Form ALCA2Y with repistration number
helt furnish on Form
AECA33 the following informaticn and such
other information as may be required by that
form:

(1Y Nameand adress of the registrant;

(2) Thelscation of use; and

(3) A stateacent that the registrant hias

reecive, aciuive, posaeas,

approprizte radintion measuring instrumeiits to”

carry out in vitro clinical or laboratory tests
with byproduct matesials as authovized under
tiie wenceal license in paragraph (a) of this
2ction, and that such tests will be performed
only by personnel competent in the use of such
ingtroments and  in the handling ot the
byproduct materials,

(¢} A, peson wha o receives, aeguinTes,
possesies or uses bynroduet moteriad puararsnt
o the peneral leense establnhod by paras, aph
(1) of this scetion shadl comply vl the
following:

(1) The genos! fleensee thall net possess at
any one Hme, peesinst tothe seneat Heense o
patinraph () of this dection, at any one
Iocuticn of storyst 'or we 2 talal aunt of

4
iedine 125 cadlor dodine-131 in excens of 200
)
niter.xcuries,

02 The poneral dicenses  shall store the
byproduct waterisl, il used, ia the erivieml
shipptng container or in a container providing
cquivalent radistion protection.

(3) The gpeaecral licensee shall use the
Lyoroduct mzataial enly for the uses anthoriced
by puragraph (@) of tisds section,

(1) The general Feensce shall not transfor
e byproduct materiul to a peeson who is not
antiv.ired 1o receive it Larsuant to a license
fssued Ly the Commibcion or an Agreement
State,' nor transfer the bypreduct material in

any m other than in the unopened,
leboted ing contalner as received from the
supplier,

() The gensral Yeensee shall not receive,
aegitice, possess, or use byproduct material
pursiant to parazraph (a) of this section:

1) Except as prepackeged units which are
. l t - = . .
labelod in aecordance with the provisions of o

“specilic Heense issued Qudder the provisions ‘of

§32.71 of this chapier or in accordance with
the provisions ‘of a specific license fssued by an

A Staie to which the Commission has
transfereed  certain regulatory authority over
ivdinactive  material by  fermal  agreement,
srrevent to sectinn 374 of the Atomic Frergy
Act of 1954, as samended.

Apreenent  State, which  aunthoglzes 2
neufactare and distribetion of jodic 128 or
iodine- 131 Tor distiibution 1o persons acral'y
livensad By the Apace nent State,

() Ualess the following statvenent, or a
substustially similar statement which contains
the irdenation called Ba o the followiag
statetent, appvars o aaldd afTised o cacly
prepackaced unit or appears s leatlet or
bBrochue which aceompaaies the packiage:

nuaterial uray be geceived,
aequired, and  used oaly Ly
physicians, dinieal labaratories or hovpitals and
only for fnviera clindeal or fnboratory tests not
involving tteond ar exteenal adaipintestion of

This radicactive

et
possesed,

the muaierinl o the radiation herefeann to
huouran  beings  or animals. s receipt,
avgnisition, possession, use, aol (ransfer are

subject to the repulations and a general Heense
of the LS, Alomic Fuergy Commiaion or of a
State with witich the Commission has entered
inio aagresmeni tur the exercise of regulatory
autiwrity.

L b TR P TP N P g P g Py

Name of manufuctuser

(¢) The segistrant  possessing or  using
byprodiel materials under th ceal leense
of puragraplt (@) ot this section szl repart in
wiiting to ithe Directorzte of  Licensing,
Matesials Branch, any changes in information
furnisicd by  him in the  “*Regiztration

Ceati In Vit Pesting with Byproduct
Material Under  Gencral  License™,  Forin

AEC- 433, The report shalt 1 foenbhied within
30 days after the eifective date of wuch change.
(1) Any person nsing byproduct materia
punsuant @ te goneral icense of paragraph ()
o this section is exempt fram ihe requirenenis
of Part 20 of this chapter with respect -to
byproduct materials covered by that gencral
license, >

. NOTE

IC largee quentities or other forms of byproduet material than those specified in the general Hicemse of 10 CFR 31,11 are required, an

“Application for Byproduct Material License,” Form AEC-313, should be filed (5 oblain a spec
and registration forms may be obtained tfrom the Uniicd States Atoriic Encrg

Directorate of Livensing,

ic by product anterial license. Copies of application
y Commission, Washington, D.C. 20545, Atleution: Materials Iranch,



